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DETAILED ACTION 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

L'2iS®5!?f!?n" ^1*^" "^"If ? .f T'"^" description of the invention, and of the manner and process of 
making and using it. in such full, clear, concise, and exact terms as to enable any person skNIed in the 

2 ?.Sf l?J!>'''t'^'"H' "'I"'^' " "^^^'y t° "^^ke and use the same S sha^^^ 

set forth the best mode contemplated by the inventor of canying out his invention. 



Claims 1 . 2. 4-8 are rejected under 35 U.S.C. 1 1 2. first paragraph, because the 
specification, while being enabling for glucose isomerase, does not reasonably provide 
enablement for any and all enzymes capable of converting an ingested carbohydrate or 
digestion product thereof into one or more absorbable components. The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to practice the invention commensurate in scope with these claims. 



The specification as filed, is enabled for glucose isomerase, but is not enabled 
for any and all enzymes capable of converting an ingested carbohydrate or digestion 
product thereof into one or more absorbable components. 

The art of biotechnology is a highly unpredictable art and it would be an undue 
burden for one of ordinary skill in the art to test any and all enzymes capable of 
converting an ingested carbohydrate or digestion product thereof into one or more 
absorbable components (assuming that one of ordinary skill in the art could determine 
representative selection of such enzymes). 





Application/Control Number: 1 0/0 1 5,582 Pggg 3 

Art Unit: 1651 

Applicant has only shown in their examples the use of glucose isomerase to treat 
the claimed uses. With only knowing this one enzyme, it is clear that such broad claims 
are not enabled by the instant specification when one of ordinary skill in the art is only 
given one particular type of enzyme with which to treat obesity, ovenveightness, etc. 
Further, the art is highly unpredictable and to use a specific enzyme to treat a mammal 
for a specific purpose as claimed does not represent all of the other enzymes 
contemplated by the claims since enzymes are highly unpredictable by nature and are 
substrate specific. To expect one type of enzyme to react the same as another type of 
enzyme in the mammalian body is simply erroneous. 

Thus, the claims are unduly broad and do not find proper support from the instant 
specification. Thus, the rejection is properly made. 



The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. ^ 

Claims 1-8 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 is confusing since it has many antecedant basis problems. For example, 
"the enteral administration", "the total metabolic caloric value". 
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Claim 1 is also confusing since it is not clear exactly what the method is being 
used to do. The use of the "and/or is confusing. Is the method treating all of these 
conditions at the same time ? 

Claim 5, "the same molecular weight" has no antecedant basis. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
fomi the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

Claims 1. 2. 5 are rejected under 35 U.S.C. 102(b) as being anticipated by SU 
654682 or JP 408245397. 

The patents teach an isomerase administered orally to a patient. All applicant's 
Claims require is that the isomerase is administered to a patient. Since the isomerase is 
administered to the patient as claimed, then the effects claimed by applicant are 
inherent to that administration. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which fomis the basis for all 
obviousness rejections set forth in this Office action: 

fol^KLlTK^^^^^^^^^^ ™ ^'isdosed or described as set 

the prior art are such that the si ect 2 a ^^^^ to be patented and 

invention was made to a personSna orSLfrw cS° 5 '^^"^ ^ ^t the time the 
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Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over SU 
654682 (SU) or JP 408245397 (JP 1 ) in view of Tsujino and JP 410287575 (JP 2). 

The teachings of JP 1 and SU are above. They do not teach to coat the 
enzymatic preparation and that one of the components of claim 8 are also added. 

Tsujino teaches that enzyme compositions are well known to be enterically 
coated to reduce or prevent the activity of the enzyme by stomach and/or stomach 
enzymes, see col. 1 and the claims. 

JP 2 teaches that Gymnema is administered to a patient in an antiobesity 
formulation. 

It would have been obvious to administer the compositions of either SU or JP 1 
to a patient having a coating since Tsujino makes it clear that such enzymatic 
compositions are routinely administered with a coating to prevent the medication 
(enzyme) from being degraded by other enzymes in the stomach until delivered by the 
body to the desired part of the body for administration to that desired part of the body. 

Further, it would have been obvious to administer Gymnema in combination with 
the isomerase since all of the references (JP 1 . JP 2 and SU ) teach that isomerase and 
Gymnema are all known to be administered to a patient to treat a disease. Since all the 
claims require is that a composition be administered to a patient, then this is all the 
motivation one would need to administer a composition containing these two 
ingredients. 

SU and JP 1 teach that Glucose-6-phosphate isomerase or D-glucose-isomerase 
are administered to a patient. Thus, it would have been within the purview of the skilled 
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artisan to use glucose isomerase instead of Glucose-6-phosphate isomerase since it is 
clear that it would have been within the purview of the skilled artisan to use simply 
glucose isomerase since glucose isomerase is a well known enzyme to be administered 
to patients to treat conditions. 



Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Carey et al. '508 or Carey et al. '358 in view of Tsujino. SU 654682 and JP 410287575 
(JP). 

The Carey references teach that isomerases are administered to a patient to 
treat conditions. They do not teach to coat the isomerases. that the isomerases are 
glucose isomerase. that the administration is oral or that one of the components of claim 
8 are also added to the enzymatic composition. 

The teachings of SU are above. 

Tsujino teaches that enzyme compositions are well known to be enterically 
coated to reduce or prevent the activity of the enzyme by stomach and/or stomach 
enzymes, see col. 1 and the claims. 

JP teaches that Gymnema is administered to a patient in an antiobesity 
formulation. 

It would have been obvious to administer the compositions of either of the Carey 
references to a patient having a coating since Tsujino makes it clear that such 
enzymatic compositions are routinely administered with a coating to prevent the 
medication (enzyme) from being degraded by other enzymes in the stomach until 
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delivered by the body to the desired part of the body for administration to that desired 
part of the body. 

Further, it would have been obvious to administer Gymnema in combination with 
the isomerase since all of the references (Carey refs.. SU and JP ) teach that isomerase 
and Gymnema are all known to be administered to a patient to treat a disease. Since all 
the claims require is that a composition be administered to a patient, then this is all the 
motivation one would need to administer a composition containing these two 
ingredients. 

Since SU teaches that glucose isomerase is oraliy administered to a patient to 
treat a condition, it wouid have t»en within the purview of the skilled artisan to use 
glucose isomerase instead of isomerase since it is clear that it would have been within 
the purview of the skilled artisan to use glucose isomerase since glucose lsome,^se Is a 
well known enzyme to be administered to patients to treat condittons. It further wouid 
have been obvious to orally administer the isomerase since the isomerase is known to 
be used to be orally administered as is also evidenced by SU. 



Any inquiry concerning this communicatton or eariier communicatbns fmm the 
examiner should be directed to Michael V. Meller whose telephone number is 703-308- 
4230. The examiner can nomnally be reached on Monday thm Friday: 9:00am-5:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 703-308-4743. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
308-0294 for regular communications and 703-308-0294 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 



0196. 




Michael V. Meller 
Examiner 
Art Unit 1651 



MVM 

September 23, 2002 




